Public Health Secvice

2 \ég: DEPARTMENT OF HEALTH & HUMAN SERVICES —
' ; Food snd Orig Admicistration

MY 4 1995 “Wastington OC 20204

AL T

|

Joha M. Mayhall, Jr. _ - ’
President - . .

* Omega NutriPharm, Inc.

- 1000 Urban Center Parkway

Suite 450 : ‘ .
Birmingham, Alabama 35242-2516 : . : - i

Re:  Nutritional Support Statement Notification

Dear Mr. Mayhall:

This acknowledges receipt on February 7, 1995, of your letter, dated February 3, 1995,
‘notifying the Food and Drug Administration (FDA) that yqur Siberian ginseng dietary
supplement product is being marketed with a statement of nutritional support on its label

or in its labeling.

Pursuant to section 403()(6) of the Federal Food, Drug, and Cosmetic Act (the act), 2

manufacturer must notify FDA no later than 30 days after the first marketing of a .
ietary suppl/ement product that bears a nutritional support statement on its label or in its

labéling. Pursuant to the act, a manufacturer of such & product must have substantiation

that the nutritional support statement is truthful and not misleading. In addition, the

nutritional support statement must include, prominently displayed and in bold face type,

the following: *This statemeat has not been evaluated by the Food and Drug .

Administration. ‘This product is not intended to diagnose, treat, cure, or prevent any

disease. " ' ’ : .

No action on the part of FDA is required before 2 manufacturer can market a dietary

supplement product bearing a nutritional support statement on its Iabel or in its labeling.

%ﬂcmcaamquimﬂmtwmininfounaﬁonappcaronthehbdofadicmry :

- supplement in conjunction with such statements, FDA does niot approve them._ This
- letter serves only to acknowledge the receipt 13\)' FDA of your notification.

_ S!: rely your§,
. i il é‘ .
: N 4
Tl (D
" Margaret C. Binzer /-
Consumer Safety Officer
Régulatory Branch
Divisien of Programs i
and Enforcement Policy _
Office of Special Nutritionals __  __

Center for Food Safety
and Applied Nutrition
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Eé{é DEPARTMENT OF HEAY 4 & HUMAN SERVICES . Public Health Senvoe

;Wastiagton OC 20204

Steven R. Sumsion .

Geaeral Counsel _ . . Ma;r4,1995, S
Naturalife . '

10 Mountain Springs Parkway i —
Springville, Utah 84663 _ .

Re:  Nutritional Support Statement Notification

Dear Mr. Sumsion:

This acknowledges receipt on April 25, 1995 of your letter, dated April 21, 1995,

-notifying the Food and Drug Administration (FDA) that your dietary supplement .
product, cranberry powder capsules, is being marketed with a statement of mutritional
support on its Iabel or in its Iabeling. : T
Pursuant to section 403(r)}(6) of the Federal Food, Drug, and Cosmietic Act (the act), 2
mamfacturer must notify FDA no. later than 30 days after the first marketing of a
dietmysupplcmentptoductthaxbamanntﬁtional'supportstaxementonitslabcl_orinim
Iabeling. Pursuant to the act, 2 mamufacturer of such a product must have substantiation
that the outritional support statement is truthful and not misleading. In addition, the
mutritional support statement must include, prominently displayed and in bold face type,

. the following: “ThisstawmmthasnotbecnevalpatedbymcFoodandDmg

- Administration. This product is not intended to diagnose, treat, cure, or prevent any

i

NoacﬁononmepmofEDAkmqukedbefomamanuﬁcumcaanadiewy
supplement product bearing a nutritional support statemeat on §ts Iabel or in its Iabeling.
While the act requires that certain information appear on the Iabel of a dietary .
supplement in conjunction with such statements, FDA does not approve them. ‘This

_ .= letter serves only t acknowledge-the receipt by EDA of your notification.

Since

7 C. Binzer '
/ Cogsumer Safety Offi&st
Regulatory Branch
Division of Pregrams’
and Enforcement Policy .
Office of Special Nutritiggals__: -
Center for Food Safety ~ -
and Applied Nutrition
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‘Dear Mr. Sumsion:

N A Food snd Drug Adeictone .ﬂgﬁ
- Apdl 25, 1995 ‘ |
Steven R. Snmﬁoi{ <
Nature’s Way Products, Inc. . o
.. -

10 Mountain Springs Parkway
Springville, Utah 84663 N

Re: Nutritional Support Statement Notification

This acknowledges receipt on March 21, 1995, of your letter, dated March 15, 1995,
notifying the Food and Drug Administration (FDA) that your cranberry powder capsules
djetary supplement product is being marketed with a statement of nutritional support on

its label or in its labeling.

Pursuant to section 403()(6) of the Federal Food, Drug, and Cosmetic Act (the @, a

manufacturer must notify FDA no later ¢than 30 days after the first marketing of 2

dietary supplement product that bears a nutritional support statemeat on its Iabel or in jts

labeling. Pursuant to the act, 2 manufacturer of such & product must have substantiation

that die nntritional support statement is truthful and not misleading. In addition, ¢he
nutritional support statement must include, prominently displayed and in bold face type,
the following: *This statement has not baen evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat, cure, or prevent any

disease.

No acﬁoqonﬁlepauofFDA-isfequﬁedbcfomamanuﬁamércanmaﬂcctidim

supplement product bearing a mutritional support statement on its Iabel or.in ifs Iabeling.

While the act requires that certain information appear on the label of 2 dietary
with such statements, FDA does not approve them. This

_Supplement in conjunction
wledge the receipt by FDA of your notification.

letter sérves-only to ackno

‘ '. Si:!lb/q{éy youzs/,// -
L UL Zy//
garet C. Binzer
_ /&(n;&mer Safety Offieér _

Regulatory Branch
Division of Programs _ - _
and Enforcement Policy — :
Office of Special Nutritionals - - T R
Center for Food Safety ™~
and Applied Nutrition
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NATURADIFE ™

Apeil 21, 1995

( .
Victor Fratelli, Ph.D. ~
Office of Special Nutritionals
.Center for Food Safety and Applied Nutrition
"Food and Drug Administration

200 “C* St. S.W. (HFS-450)
Washington, D.C. 20204

Dear Dr. Fratelli:

Pursuant to Section 6 of the Dx&ary Supplement Health and Education Act of 1994, Nature's
Way Products, Inc..wishes to notify the Food and Drug Administration that it has within the past
30 days, commenced marketing a dietary supplement which bears a statement of nutritional

Support.,
The dietary supplcmcnt for which the statement is made is cranbcny powder capsulx. The
. statement of nutritional suppdrt reads as followr

Ctanbcrry Fruit helps maintain a healthy urinary tract. Cmnbcny ﬁ'uffhclps
maintain a healthy urinary tract by keeping harmful E. coli bacteria from sticking

to the walls of the bladder.*
This stement is accompanied by the required dxsclazmcr \Jﬂch is promineatly dxsplayed in
bold-faced type.

This statement of nutntxoual support is based on data which rcndcxs these smtcmcnts
substanuated tmthful and nou-mzs!éad’ng. )

S(cven R. Sumsxon
_ General Counsel

lre -
SeneTuener € aaectie Con ) ) o i

{4 Mauncia springs Parh €28 - Speingille, (Ll 8063 - Phane: Sef (59 1300 - Fax: 8AL <H89-17ad )
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£aod sad Drug Adadcistration
\ 0C 20204
Pitrick Mooney “Pnl 48, 1995
Supernutrition Life-Extension Rmrch, Inc. : ’
2565 Third Street " - -
‘San Francxsoo Calrt'omxa 94107
Re:  Nutritional Support Statement Notification - -

'Dw.r Mr. Mooney:

This acknowledges receipt on March 10, 1995, of your letter, dated March 2, 1995,
notifying the Food and Drug Administration (FDA) that your Opti-Packs dietary
supplement, a multi-vitamin/multi-mineral daily dietary supplemént in packets, is being
marketed with a statement of mutritional support on its Iabel or in its Iabeling. .-

Pursuant to section 403(t)}{(6) oftchederalFood,Dmg.andCosmcucAct(dleaa),
manufacturer must notify FDA no later than 30 days after the first marketing of a
dxemryamﬂcmwtpmduaﬂmbmamm&omlwppoﬁs&cmcﬁonmhbdormm
{abeling. Putsuanttothcact,amanuﬁacumetofmchapmductmusthavcsubs&mauon .
that the nutritional support statemeat is truthful and not misleading. In addition, the
nutritional support statement must include, prominently displayed and in bold face type,
the following: *This statement has not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat, cure, or prevent any

disease.*

No action on the part of FDA is required before a manufacturer can market a dietary

supplemeant product bearing a nutritional support statement on its label or in its Iabeling.
While the act requires that certain information appear on the label of a dietary
supplement in conjunction with such statements, FDA does pot approve them: This

" letter serves only to acknowledge the receipt by FDA of your notification.

fficer

Regulatory Branch
Division of Programs

and Enforcement Policy
Office of Special Nutritionals

' - Center for Food Safety

and Applied Nutrition o _
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Office of Special Nutritionals (HFS-450
Center for Food Safety and '
Applied Nustrition

Food & Drug Administr_aﬁon

200 C. Street, S.W,

Washington, DC 20204 -

SECTION 403(r}(6) NOTIFICATION

-~

Dear Sir or Madam:

lutein function as free-radical
profelns, lipids and carbohy-

e

Certain i:hyto-chemfcgls such as
Scavengers and help protect cell
drates from oxidative damage.

- .onthe following product(s):  °

[ o4

Very truly yours,
LEINER HEALTH PRODUCTS
‘-" /} ' f‘ , ) N
/Zé?/l//j/'//af,a/ ST 2w o ; - =
“ Gale Bensussen L . -
President NS e |
4895017 34y AQC2s ‘:‘7;5_32;
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HEALTH'PRQD(.{CTS : . . " { @ax3167835 0615
Apdl 5, 1995

Office of Special- Nutiitionals (HFS—450) R
Ceater for Food Safety and :
Applied Nutriion - .
Food-& Drug Administration
200 C. Street, S.W.
Washington, DC 20204

. -~ SECTION 403(r}(6) NOTIFICATION

Dear Sir or Madam:

" In accordance with the requirements of secﬁén 403(1)(6) of the Federal Food,
Drug, and Cosmetic Act, LEINER HEALTH PRODUCTS notifies FDA that is has
l_)'egun using the following statement: -

Coenizyme Q10 is found in high concentrations in the heartznd
muscles. {tis used by every cell to produce ATP -or bioavallable
energy. Like a vitamin, Coenzyme Q10 wogks in the bodyasa -
. catalyst to convert fats and carbohydrates lrvto energy. It also boosts
Vitamin E's ablltty to destroy free radicals. IR

on the following product(s): - | | .

Your Life® C_c;enzyrﬁe Q10

Very truly yours,

LEINEfQ HEALTH PRODUCTS

. . /:. 1 'c .
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